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earned patent term adjustment. See 37 CFR 1.704(b). 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 
Status of the Claims 

1. Claims 1-16, 19 and 20 are pending. 

Applicants' amendment filed December 4, 2003 is acknowledged. Applicant's response 
has been fully considered. Claims 1-16, 19 and 20 have been amended. Therefore, claims 1-16, 

19 and 20 are examined. 

Objection Withdrawn 

2. The previous objection of claims 1-16, 19 and 20 is withdrawn in view of applicant's 
amendment to the claim in the amendment filed December 4, 2003. 

Rejection Withdrawn 
Claim Rejections - 35 USC § 112 

3. The previous rejection of claims 19 and 20 under 35 U.S.C.l 12, first paragraph, is 
withdrawn in view of applicant's amendment to the claim, and applicant's response at page 1 1 in 
the amendment filed December 4, 2003. 

4. The previous rejection of claims 12 and 1 3 under 35 U.S.C.l 12, second paragraph, is 
withdrawn in view of applicant's amendment to the claim, and applicant's response at pages 10- 
1 1 in the amendment filed December 4, 2003. 

Claim Objections 

5. Claim 1 is objected to because there is no comma (,) or "semicolon (;) at the end of the 
description for "Ri and R2" or "R3". 

Claim Rejections-Obviousness Type Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
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improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See /// re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1,32 1(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a terminal 
disclaimer. A temiinal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

6. Claims 1-16, 19 and 20 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1, 2, 4, 5, 8-11, 14 and 17-20 of U. S. 
Patent 6,677,429. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because claims 1-14 in the instant application disclose a compound of 
foiTnula I consisting of all possible isomeric forms, where Ri is hydrogen or methyl and R2 is a 
cyclohexyl group substituted with an amine, or certain amine- or hydroxy- containing alkyl 
group, or Ri and R2 together with the nitrogen to which they are attached form a ring of 3, 4 or 5 
carbons optionally substituted by an amine, a process for the preparation of a compound of 
formula I, an antifungal composition comprising a specific compound of formula I, and a method 
of treating fungal infection in warm-blooded animals comprising administering a specific 
compound of formula I. This is obvious in view of claims 1, 2, 4, 5, 8-1 1, 14 and 17-20 in the 
patent which disclose a compound of formula I consisting of all possible stereoisomeric fornis, 
where Ri and R2 are individually selected from the group consisting of hydrogen, OH, alkyl and 
a cycloalkyl of up to 8 carbon atoms optionally interrupted with oxygen and optionally 
substituted with halogen, OH and N(-a) (-b), where a and b are individually hydrogen or alkyl of 
up to 8 carbon atoms or taken together with the nitrogen form a heterocyclic optionally 
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containing one or several additional heteroatoms, a process for the preparation of a compound of 
formula I, an antifungal composition comprising a compound of formula I, and a method of 
inliibiting proliferation of fungi in warm-blooded animals comprising administering a compound 
of formula L The claim of the instant application and the claims of the patent are directed to a 
compound of formula I consisting of all possible isomeric forms, a process for the preparation of 
a compound of formula I, an antifungal composition comprising a specific compound of fonnula 
I, and a method of treating fungal infection in warm-blooded animals comprising administering a 
specific compound of formula 1. Thus, claims 1-16, 19 and 20 in present application and claims 
1, 2, 4, 5, 8-11, 14 and 17-20 in the patent are obvious variations of a compound of formula 1 
consisting of all possible isomeric fonns, a process for the preparation of a compound of formula 
I, an antifungal composition comprising a specific compound of fonnula I, and a method of 
treating fungal infection in warm-blooded animals comprising administering a specific 
compound of formula 1. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

7. Claims 1-16, 19 and 20 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

8. Claims 1-16, 19 and 20 are indefinite because of the use of the tenn "all possible 
isomeric forms and their mixtures", "-(CH2) B-C =N", "-CH2 =N" or "and/or". The term "all 
possible isomeric forms and their mixtures", "-(CH2) B-C =N", "-CH2 =N" or "and/or" renders 
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the claim indefinite, it is unclear what isomers are intended as the possible isomeric forms, what 
isomers and how much of each isomer are included in the mixture, what group is as to "-(CH2) 
B-C =N" or "-CH2 since the claim does not define "B" and the carbon in "-CH2 #^1" has five 
bonds, and whether the limitation after "and/or" is included or not, and if included is to be read 
as an alternative "or" or the conjunctive "and". Note that Markush groups must be closed and 
"and their mixtures" is open language in regard to the number of components and amounts of 
each in the mixtures which are defined. Claims 2-16, 19 and 20 are included in the rejection 
because they are dependent on rejected claims and do not correct the deficiency of the claim 
fi-om which they depend. 

In response, applicants indicate the term "and/or" has been deleted from claim 1 , 
however, claim 16 still contains this tenn, thus, rejection remains for claim 16. The issue 
regarding rejection of the term "all possible isomeric forms and their mixtures" has not been 
addressed in the response. 

9. Claim 16 is indefinite because of the use of the term "functionalization agent" or "a 
separation agent of the different isomers". The term "amine functionalization agent" or "a 
separation agent of the different isomers" renders the claim indefinite, it is unclear what 
compound is intended as amine functionalization agent; and what agent is used for separation of 
different isomers. 

In response, applicant has amended the claim to delete the term "derivative", thus the 
rejection is withdrawn. However, the issue regarding rejection of the term "functionalization 
agent" or "a separation agent of the different isomers" has not been addressed in the response. 
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10. Claim 20 is indefinite because the claim lacks essential steps in the method of treating 
flingal infection. The omitted step is outcome of the treatment. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act of 1999 
(AIPA) and the Intellectual Property and High Technology Technical Amendments Act of 2002 
do not apply when the reference is a U.S. patent resulting directly or indirectly from an 
intemational application filed before November 29, 2000. Therefore, the prior art date of the 
reference is detennined under 35 U.S.C. 102(e) prior to the amendment by the AIPA (pre- AIPA 
35 U.S.C. 102(e)). 

11. Claims 1-16, 19 and 20 are rejected under 35 U.S.C. 102(e) as anticipated by Courtin et 
al (U. S. Patent 6,677,429, priority date December 9, 1998). 

Courtin et ciL teach a compound of formula I consisting of all possible isomeric fonns, 
where Ri and R2 are individually selected from the group consisting of hydrogen, OH, alkyl and 
a cycloalkyl of up to 8 carbon atoms optionally interrupted with oxygen and optionally 
substituted with halogen, OH and N(-a) (-b), where a and b are individually hydrogen or alkyl of 
up to 8 carbon atoms or taken together with the nitrogen fomi a heterocyclic optionally 
containing one or several additional heteroatoms (column 1, lines 10-54; columns 3, 4; claims 1- 



Application/Control Number: 10/01 8,073 Page 7 

Art Unit: 1653 

15), a process for the preparation of a compound of formula I by reacting of a compound of 
formula II with an amine to introduce N(-Ri) (-R2) group (column 6, line 24-column 7, hue 3; 
claim 16). The reference also teaches the compound of formula I has significant anti-fungal 
activity and can be used to prepare an anti-fungal composition and as medicines in man or 
animal to fight against fungal infections (column 5, line 32-column 6, line 21; column 16, lines 
34-62; claims 19 and 20). 

Conclusions 

12. No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Chih-Min Kam whose telephone number is (571) 272-0948. The 
examiner can nomially be reached on 8.00-4:30, Mon-Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on (571) 272-0951. The fax phone numbers for the 
organization where this apphcation or proceeding is assigned are (703) 872-9306 for regular 
communications and (703) 308-4227 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 

Chih-Min Kam, Ph. D. C///^ 
Patent Examiner 
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March 10, 2004 
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